OCT-24-2007 WED 08=05 PM E A P & D 



FAX NO. 6174394170 



Application No. 10/574,031 



6 



Docket No.: 59582 



REMARKS 



Claims 20-21, 23, 25-30, 32-34, 36-47 and 49-71 have been cancelled 
without prejudice, and claim 22 has been amended. The amendments are non- 
substantive. 

In response to the Restriction Requirement, Applicants elect Group I, which 
includes original claims 1-36, as that group is set forth in the Office Action. 

Enclosed is a copy of the International Preliminary Examination Report of the 
corresponding International application. 

Early consideration and allowance of the application are earnestly solicited. 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY RECEIVFn 
(Chapter II of the Patent Cooperation Treaty) CENTRALl PAVhc 

(PCT Article 36 ond Rule 70) ^ TER 

mi±m 



Applicant's or agent's flic reference 
59582-PCf 



FOU TURTHtR ACTION 



ScoForm PCT/IPBA/4I6 



International filing date (dnyfmtmthtyvtir) 
28 September 200 4 (28,09.2001) 



International application No, ~~ " 

PCTAJJSQ/l/31967 

International Potent Classification (IPC) or national clagisTncotfon And IPC 

IPC: C07H 21/04(2006.01) 
USPC; 536723.1,24,1,24,2 



Priority date (day/month/year) 
28 September 2003 (28.09.2003) 



Applicant 

GOVERNMENT OF 'lUE UNITED STATES OF AMERICA, AS REPRESENTED BY THE SECRETARY. DEPARTMENT OF 
HEALTH AND HUMAN SERVICES 



2, 
3, 



This report is the international preliminary examination report, established by this International Preliminary 
Examining Authority under Article 35 and traasmllted to the applicant according lo Article 36, 

This REPORT consists of a total of 6 sheets, Including this cover sheet, 
This report Is also Accompanied by ANNEXES, comprising: 

(sent to (he applicant and to (he International Bureau) a total of sheets, as follows: 

sheets of the description, claims and/or drawings which have been amended and arc the basis of 
this report and/or sheets containing rectifications authorized by this Authority {see Rule 70,16 
and Section 607 of the Administrative Instructions), 

sheets which supersede earlier sheets, but which this Authority considers contain an amendment 
that goes beyond the disclosure in the International application as filed, as indicated in item 4 of 
Box No, I and the Supplemental Dox. 

(sent to the International Bnrvau only) a totat of (indicate typo and number of electronic carrier(s)} 

» containing a. sequence listing and/or tables related thereto, in electronic form only, as 

Indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instructions). 



Tills report contains indications relating to the following items: 
Basis of the report 
Priority 



1X1 


Box No. 1 


□ 


Box No. 11 




Box No, III 


□ 


Box No. IV 


iei 


Box No, V 


□ 


Dox No. VI 


□ 


Box No. VIT 


□ 


Box No. VIII 



Non-establishment of opinion with regard to" novelty, Inventive step and industrial 
applicability ' - 

Lack of unity o f invention 

Reasoned statement under Article 35(2) with regard to novelty, Inventive step or 
industrial applicability; citations and explanations supporting such statement 
Certain documents cited 

Certain defects In the International application 

Certain observotions on the internal ional application 



Dtilc of submission of the demand 
04 March 2005 ( 0 4.03,2005) 



Name ond mailing address of the 1PEA/US 
Mail Stop PCT, Attn; fP&VUS 
Commissioner for Pu tents 
P.O. Box 1450 

Alexandria, Virginia 223J3-H5Q 
Facsimile No. (57 1) 2 73-3201 



Form ^CT/TTEA/409 (cover she el) (April 2005) 



Date of completion of this report 
20 Oclober 20Q6 (20.10.2006) 



telephone No. (57 1 > 272- 1 600 
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Box No. I Basis DMhe report 

1, With regard to the language, tins report is based on: 

{5<3 the international application in the language in which It was filed. 

LJ a translation of the International application jnlo E wlish . which is the language of a translation famished for the 
purposes of: 

[ | international search (under Rules 1 2.3 and 23. 1 (b)) 

□ 

publication of the international application (under Rule 12.4(a)) 
international preliminary examination (under Rules 55.2(a) and/or 55.3(a)) 

2. Willi regard lo the elements of U\e internatiomil application, (his report is based on (replacement sheets which haw &$en famished 
j to the rtcefvmg Office in response lo an Imitation under Article U are. referred to in this report as "originally fifed" and are not 

annexed to this report}', 

(XI the international application as originally filed/furnished 

[X} the description: 

pages J^34 _ as originally filed/furnished 

pages* NONE received by this Authority on 

page** HQHSL received by this AuLhority on 

1^1 the claims: 

pages 3.5-13 as originally filed/furnished 

pages* HONB as amended (together with any statement) under Article 1 9 

pages* M2fcfg received by this Authority on 

pages* NONE received by this Authority on . , : * 

l^sl the drawings: 

pages 1/8-8/8 as originally filcd/fiirnished 

pagus^ N ONE received by this Authority on _ ^ t 

pages* N ONE received by thi3 Authority on 

(23 a sequence listing and/or any related table(a) - see Supplemental Box Relating to Sequence Listing. 

-3, Q The" amendments have resulted in the cancellation of; 

the description, pages 

he claims, Nos . , . 

the drawings, sheets/figs _s , 

the sequence listing (spec , , . 

□ any table(s) related to the sequence listing {specify): , 

This report has boon established as if (some of) the amendments annexed to this report and listed below had net been made, 
since they have been considered to go beyond the disclosure as Hied, as indicated in the Supplemental Box (Rule 702(c)), 

D the descripti on, pages _ 

the claims, Nos — — .. . _ 

the drawings, sheets/figs „ M 

I I the sequence listing {specify)*. _ 

any table(s) related to the sequence listing (specify): 

1 * If teem 4 applies, some or alt of those sheets may be marked "supers e ded * 

Form PCT/TPEA/409 (Box No. I) (April 2005) ~ " 
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INTERNATIONAL PiUSUMINAKY REFORT ON PATENTABILITY I 

PCTAJ904/31967 



Box No. Ill Non-cstablishmcut of opinion with regard to novelty, Inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, lo involve an Inventive step (to be non obvious), or to be 
Industrially applicable have not been examined in respect oft 

Q the entire international application 

[><] Claims Nos. 4-S1 mid 24-71 

because: 

| I the said International application, or the said claim Nos. relate lo the following Bubjeot matter which does 
not require an international preliminary examination frpectfy)\ 



the description, claims or drawings (indicate particular elements be/owj or said claims Nos. 4-21 and 24-71 are so 
unclear that no meaningful opinion ooufd be formed (specify): 



Please See Continuation Sheet 



I I the claims, or said chums Nos. are so inadequately supported by the description that no meaningful 

opinion could be formed (specify): 



Q no International search report has been established for said claims Nos. 



a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed lime limit: 

[~[ furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available to the International Preliminary 
Examining Authority In a form and manner acceptable to it, 

l~| furnish a sequence listing in electronic form complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available lo the International Preliminary 
Examining Authority in a form rind manner acceptable to h\ 

I t pay the required late furnishing feu for the furnishing of a sequence listing in response to an Invitation 
under Rules 13te/\l(a) or (b) and I3/er.2. 

I I a meaningful opinion cauld not be formed without the tables related to the sequence listings; the applicant did 
not, within the prescribed time limit, furnish such tables In electronic form complying with the technical 
requirements provided for in Annex C-bis of the Administrative Instructions, and such tables were not 
available to the International Preliminary Examining Authority in a form and manner acceptable to it. 

□ 

the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not 
comply With the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

[""I See Supplemental Box for runner details 



Form PCT/1PEA/4C9 (Box No. Ill) (April 2005) 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY I PL l/UJ >W* 



Box No, V Reasoned statement under Article 35(2) with regard to novelty, Inventive step or industrial 
applicability; citations and explanations supporting such statement 



1, Statement 



Novelty (N) Claims £2,23 YES 

Claims 1-3 „ . NO 

Inventive Step (IS) Claims 22^3 YES 

Claims hi . NO 

Industrial Applicability (1A) Claims N3, 2X23 YES 

Claims NONE „ NO 



2. Citations and Explanations (Rule 707) 

Claims 1-2 lack novelty under PCT Article 33(2) as being anticipated by Saiga et al. (U.S. Patent Mo. 6,090,783), 
Saiga ei al. discloses a ficne expression vector corn p rifling a) a promoter, which win be the HIV 5^LTR» wherein the activity of the 
promoter is dependent on IltV Tat (see col. 4, lines 4-5; col. 8, lines 57-65; and coJ. 24, line 63 to col, 25, line 17), W at least one splice 
donor site and at leusi one splice acceptor sile (sec figure 9 and col. 24, tine 63 to col, 25, line 17), c) an expressible non-wild type HIV 
sequence (e.g., a therapeutic £Cne) located between the splice donor and splice acceptor (see col. 4, lines 6-9 and col. 8, line 66 to col. 9, 
line 17), and d) an RRH from Hi V (see col, 9, lines 18^28), wherein the element are opcrably linked (see figure 9). 

Claims 1-3 lack an inventive step under PCT Article 33(3) as being obvious over Corbeau et al. (U.S. Patent Nd. 6,323,019) in view of 
Hope ct al, (U.S. Patent No. 6,136,597). 

Figure 8ft of Corbeau ct al, discloses a gene expression vector (pDM128) comprising a) an SV40 promoter, b) at least one splice donor 
site and at least one Splice acceptor sile, c) an expressible non-wild type sequence (i.e., CAT gene) located between me splice donor and 
splice acceptor, and d) an RRH from HP/, wherein the clcmcnrs arc operabjy linked (sec flfiurc 8D). Figure 8B also discloses the 3 4 - 
LTR, 

Figure 813 of Corbeau et al. does not disclose a 5' HlV LTR, However! Corbcyu ct al. teaches that many promoters arc useful, including 
known inducible and constitutive promoters. One preferred promoter comprises the 5* HIV LTR (see col. 4 r lines 1 3-2 1). Other 
promoters that can be used include pol HI promoters, pol II promoters, or the nalurnl promoters found in an HIV LTR (see col. 6, lines 
52-60). In addition, Hope et at, states that when cloning in mammalian cell systems, promoters derived from Ibe fiCnome of 
mammalian cells or from mammalian viruses (e.g., the retrovirus long terminal repeat; the adenovirus late promoter, the vaccinia virus 
7.5K promoter) may be used (col, 13, lines 8-13). Thus, it would have been obvious to replace the SV40 promoter in figure 8B wirh the 
HIV S'-LTR, 

Claims 22 and 23 meet the criteria set out in PCT Article 33(2) <3), because the prior flrl does not teach or fairly suggest the sequences 
disclosed in SftQ TO Nos: 1-3. 

Claims 1-3, 22 and 23 have industrial applicability as defined by PCT Article 33(4). 



Form PCT/1PEA7409 (Box No. V) (April 2005) 
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INTERNATIONAL. PRELIMINARY RCTORT ON PATENTABILITY 


PCIYUS04/31967 


Supplement I Box Relating to Sequence Listing 


Continuation or Cox No. t, item 2; 




1. Will) regard to any nucleotide anchor amino acid cequetice disclosed in the international application mid necessary to the claimed 
invention, this repwt was established on the basis of. 


a, type of malarial 




£K] a sequence iistini) 




f ' | tul>lc(s) related to the sequence listing 




b. format of material 




[><3 oft paper 




[X] to electronic form 




c. lime of Hling/fumishing 




[X] contained in the international application as filed 




(5<3 filed together with the international application in electronic form 




[ | furnished subsequently to this Authority for the purposes of search and/or examination 


( | received by mis Authority as an amendment* on 




2- [3 Tn Addition, in the case that more than one version or copy of fl sequence listing and/or table(s) relating thereto has been 
(lied or furnished, the required statements thai the information in the subsequent or additional copies is identical to that in 
the application as filed or docs not go beyond the application as Hied, as appropriate, were furnished. 


3. Additional comments: 




i 

* If Hem 4 tn Box No. f applies, the listing and/or tobhfr) related tlwtreto, which form part of the far is of the report, moy be marked 
"superseded. " 



Form PCT/IPEAttOO (Supplement*! flox Relating to Soqucnca Listing) (April 2005) 
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IN TJCKJNA Jl I'KJULIMlnAKr IUM-vki 1n111.nxu1.u4 . 



Supplemental Box 



in oaso the space in rmy of the preceding boxes is not sufficient, 
Continuation oft 



Section 111, No»"t$tablishTncnt of report (dcscrlptiua/cJafms/drawings unclear) 

CInimd 4-I9> 24-34 nnd 37-71 arc dependent claims and are not drafted in accordance widt PCT Rule 6.4(a). 

Claims 2, 21, 35 ad 36 related to partf of the international application that do no comply with the prescribed requirements to such an 
extent tftfH no meaningful international search can be carried ow, Specifically, the claims make reference lo non-identified accesfiion 
numbers. 



Form PCT/IPEiV409 (Supplemental Box) (April 2005) 
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